PHU LUC 3: DANH SACH HO SO’ E NGHI PANH GIA PAP ('NG GMP CUA CAC CO' SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUGC
CAN BO SUNG GIAI TRINH

Dot 24

( Theo congvin s 10327 /QLD-CL ngay] 3/10/2(022cta Cuc Quan ly Dwoc)

TEN CO’ SO’ SAN 2 GIAY CH. | NGAY ~ DN PE NGHI - N e 3 " N
STT XUAT DIA CHI NHAN CAP CO’ QUAN CAP CONG BG : NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
1 |BIOPROFARMA Terrada 1270 (Zip Code 20132014 National Administration |Laboratorios - B6 sung gidy phép thanh 1ap Van phong dai dién tai Viét Nam cla cong ty Laboratorios Bago S.A.
BAGO S.A C1416ARD), of the 000323 19 of Drugs, Food and Bago S.A. - Gidy GMP khéng thay tén/chit ky cla ngudi & Cuc I3nh sy - Bd ngoai giao Argentina. P& nghi giai trinh.
Autonomous City, Buenos Medical Devices - Tai thoi diém cong b, gidy chitng nhan GMP d3 hét han hiéu luc. Dé nghi bé sung gidy chirng nhan GMP cap nhat, con hiéu luc
Aires, Argentina 9 [(ANMAT), Argentina kém theo Béo cdo thanh tra GMP twong Urng védi gidy chirng nhan GMP cdp nhat, ban duoc chitng thuc, hop phap héa lanh sy
8, theo quy dinh.
3 - SMF khong kém theo Annex 3, 4, 5, 7, 8. D& nghj b6 sung day du cac phu luc.
S - Layout nha may (Annex 6): chira dugc dich sang ti€ng Anh/Viét. B6 sung so d6 nha xudng ban in rd rang thé hién tirng khu vyc
san xuat, c6 chu giai bang tiéng Viét hodc tiéng Anh.
- Annex 2: c¢é cac san phdm thudc thudng va thudc didu tri ung thu (anastrozole; imatinib, doxobubicine, gencitabine,...). D& nghi
gidi trinh lam rd diéu kién san xudt thudc diéu trj ung thu.

2 |Sandoz GmbH - BiochemiestraBe 10, 6250 |INS-481921- Federal Office for Safety [VPDD Novartis |Giai trinh:

Betriebsstatte /. |Kundl, Austria 14002598- in Health Care, Austria  |(Singapore) Pte |- D&i v&i ndi dung b8 sung cac cach ghi dia chi co s& san xuat, dé nghj cdng ty lam tha tuc ndp ho so dang ky thay d6i, b6 sung
Manufactaring 16716498 ° Ltd tai Tp Ha Noi [d8i véi thuSc dd dwoc cip gidy dang ky luu hanh theo quy dinh.

Site Anti S - Tra ctu trén Eudra khéng c6 GCN GMP s6 INS-481921-14002598-16716498 ndp trong hd so nay va GCN GMP s6 INS-481921-
Infectives & E 13293047-16140348 d3 ndp trong hd so 11-279.C dgt 15 véi dia chi 1a Biochemiestrale 10, 6250 Kundl, Austria. Yéu ciu cong ty
Chemical iy gidi trinh.

Operations FDF © - Gidy CN GMP cap nhat cong ty ndp trong hd so s6 INS-481921-14002598-16716498 c6 pham vi dugc chat, yéu cau bé sung ho
Kundl (AICO FDF so k§ thuat twong tng.

Kundl)

3 |Pfizer (Perth) Pty |15 Brodie Hall Drive MI-2021-LI- Therapeutic Goods VPDD Congty [D& nghi cung cap van ban xac nhan chinh thirc (dugc chirng thue, hop phap héa lanh sy theo quy dinh) clia co quan quan ly duoc

Ltd Technology Park, Bentley |[13150-1 Administration (TGA), Pfizer (Thailand) |Australia vé viéc co s& dugc cap chirng nhan GMP cho day chuyén thudc doc té bao.
WA 6102, Australia o Australia Ltd tai Tp. HCM
(* Cach ghi khac: S
Technology Park, 15 E
Brodie Hall Drive, Bentley :5'
WA 6102, Australia) ©

4 |Contract 20-24 Long Street, MI-2018-LI- Therapeutic Goods Contract B6 sung van ban xac nhan chinh thirc clia co quan quan ly vé viéc gia han hiéu lyc cu thé ciia GCN GMP. Van ban dugc hop phap
manufacturing & |Smithfield NSW, 2164, 04661-1 9 [Administration (TGA), manufacturing |héa, chirng thuc theo quy dinh.
Packaging Australia (Dia chi cii: 20- 8. Australia & Packgaking
Services Pty Ltd 22 Long Street, Smithfield 8 Services Pty Ltd

NSW, 2164, Australia) ]

5 |Contract 20-24 Long Street, MI-2018-LI- Therapeutic Goods Céng ty BG sung Béo cao thanh tra GMP tuong rng v&i GCN GMP thé hién viéc kiém tra cip gidy chirng nhan cé bao gdm thudc bot (tai
manufacturing & |Smithfield NSW, 2164, 04661-1 @ [Administration (TGA), Contract GCN GMP chi néu pham vi “thudc rén phan ligu”, tham dinh SMF cé Quy trinh Sx, thiét bj, layout san xuat vién nén, vién nén bao,
Packaging Australia (Dia chi cii: 20- 8' Australia manufacturing |vién nén sti, vién nang cirng; khdng cé dang bao ché “thuéc bét”.)

Services Pty Ltd 22 Long Street, Smithfield 8 & Packaging Cong ty san xust tai Uc, do TGA cap GCN GMP, khong thudc dién gia han theo chinh sach ctia EMA.
NSW, 2164, Australia) 3 Services Pty Ltd
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6 |Ensign 490-500 Wellington road  |MI-2022-LI- Therapeutic Goods VPDD DKSH - Phan hop phép hoa lanh sy xac nhan tén ngudi ky 1a Ranu khéng théng nhat véi tén ngudi ky |a Ranu Vatana, dé nghi bd sung
Laboratories Pty |Mulgrave Vic 3170, 02619-1 ~ Administration. (TGA), Singapore Pte  |gidy chitng nhan GMP duoc sao chirng thuc theo quy dinh (hop phéap héa lanh sy, céng chirng...).
Ltd Australia S  |Australia Ltd - P& nghi b6 sung theo yéu cau cla Dot 11: BS sung day dd cac phu luc clia SMF, trong dé:
S‘, + S0 d6 nha xudng ban in ré rang thé hién tirng khu vire san xuét (tén phong, cap sach, chénh ap...).
,? + Danh muc cac thiét bj san xuat va kiém nghiém chinh.
- + Cung cap Béo cdo thanh tra GMP tuong (ng vdi Gidy GMP thé hién ré cac dang bao ché cu thé cla "thudc dang léng, thuéc
dung ngoai, thudc dang ran" trong pham vi dugc chitng nhan.
7 |Square BSCIC Industrial Area, DA/6- _, |Directorate General of [Congty TNHH |- Cong ty d3 ndp ban bdo cdo thanh tra ngay 12/11/2020, tuy nhién, ban sao céng chitng c6 2 trang hgp phap hoa l3nh su (s6 04
Pharmaceuticals |Pabna, Bangladesh 119/07/146 S  [Drug Administration, Dugc phdm va |va 05/HPHLS ngay 03/01/2022). Dé nghi cung cap ban chinh dé d6i chiéu.
Limited 45 S Bangladesh TBYT Phuong Lé |- Gidy GMP ghi khu vuc san xuat Penicillin ¢6 ca thudc thudng d6i véi dang vién nén va vién nang cirng. Dé nghi cung cdp SMF
(Chemicals S': cap nhat thé hién cac khu vire san xuat riéng biét d8i véi thudc Penicillin va thuéc thudng.
Division) ©
8 [M/s Medicon Industrial plot No.*17/A-1, [DA/6- Ministry of Health & Cong ty TNHH  |1. Giai trinh:
Pharmaceuticals |Avenue-1, Block-D, 102/21/603 Family Welfare MTV duoc - S0 d6 cac khu vure sdn xuat trong 2 ho so 1a khac nhau: H6 so Cong ty TNHH MTV Duoc phdm PV Healthcare nép ngay
Ltd Section=10, Mirpur, 3 Directorate General of  [pham PV 17/9/2021 va hd so Céng ty TNHH MTV Dugc phdm PV Healthcare ndp ngay 03/6/2022.
Dhaka-1216, Bangladesh Drug Administration, Healthcare - Cach ghi dia chi trén SMF khéng théng nhat véi Gidy GMP, dé nghij gidi trinh (slra théng tin trén SMF cho khép khéng phai la gidi
Bangladesh. trinh cach ghi dja chi).
- SMF ghi san xuat du cac loai (g6m thudc thu y; thudc thuwdng st dung cho ngudi; thude chira khang sinh nhém Penicillin,
Cephalosporin va khéng sinh nhém khac) khéng théng nhat véi gidy GMP (ghi chung céc loai thudc theo nhém dugc ly), dé nghi
cung cap van ban gidi trinh, 1am ré cla co quan cdp gidy GMP.
- - Gidi trinh cu thé vé tirng khu virc sdn xuat (tén phong, cap sach, chénh &p, dudng di...) va thé hién rd tirng day chuyén san xuit/
8 dang bao ché déi véi:
g +thuéc thay;
g + thudc thudng sir dung cho ngudi;
o + thudc chira khéng sinh nhém Penicillin;
+ thudc chira khéng sinh nhém Cephalosporin.
2.B& sung:
- Gidy Gy quyén cla Co s& san xuat cho Céng ty TNHH MTV Duoc phdm PV Healthcare 13 co s& déng ky thudc.
- B& sung bao céo thanh tra twong ng véi gidy GMP duoc sao chirng thurc theo quy dinh (hop phap héa I3nh sy, cong chirng...).
- Gidy phép san xuat con hiéu lyc dugc sao chirng thuc theo quy dinh (hgp phép héa lanh sy, cdng chirng...). Cong ty cung cap
Gidy phép san xuat hét han ngay 20/9/2021.
- B& sung, giai trinh cac ndi dung khéc theo yéu cau Dot 17.
9 |Janssen Turnhoutseweg 30, BE/GMP/20 ~ |Federal Agency for VPDD Congty |Co s& d3 cong b Dot 6 va dé nghi gia han theo chl trwong EU dén 31/12/2022. Theo EUDRA, co s& dd c6 GCN GMP mdi. bé
Pharmaceutica NV |Beerse, 2340 (hodac B- 17/007 § Medicines and Health TNHH Johnson |nghi Céng ty cung cdp GCN GMP mdi dugc sao chirng thuc, hop phap héa lanh sy theo qui dinh.
2340), Belgium g Products (FAMHP), & Johnson VN
% [Belgium
10 |UCBPharmaSA |Chemin du Foriest, Braine- |BE/GMP/20 ~ |Federal Agency for VPDD Dia chi ghi co s& san xuat trén gidy GMP, SMF va gidy phép san xuat khéng théng nhat, cung cap bao cdo thanh tra gan nhat dé
(hoac uCB I'Alleud, 1420, Belgium 21/140 S |Medicines and Health GlaxoSmithKline |cé co s& xem xét.
Pharma) E Products (FAMHP), Pte Ltd tai TP.
E Belgium H® Chi Minh
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11 |Antibidticos do Rodovia Professor SEI Ministry of Health, VPDD Céng ty dé nghi cdng b8 nguyén liéu, theo d6 phan lam r& tai GCN GMP cé dé cép viéc téng hop cac nguyén liéu trén cé thuc
Brasil Ltda. Zeferino Vaz, Km 135, SP- |25351.9224 Brazilian Health GlaxoSmithKline [hién 1 s& cdng doan tai nha mdy ACS Dobfar S.P.A. ACSD4 Via Marzabotto, 1 7/9, 20871, Vimercate, MB, Italy va nha may ACS
332, Itapavussu, 72/2021-07 Regulatory Agency, Brazil|Pte. Ltd Dobfar S.P.A. ACSD2 Viale Addetta 2a/12-3/5, 20067 Tribiano, Milan, Italy.
Cosmépolis, Sdo Paulo,
Brazil - DGi véi nha may ANTIBIOTICOS DO BRASIL LTDA, d& nghi bd sung:
§ - Bdo cdo thanh tra c'L]a Co quan quan ly nwdc sé tai twong ng voi Gidy chirng nhan GMP d3 ndp trong hd so.
h - Bdo cdo ra soat chat lwgng dinh ky sdn phdm nguyén liéu vo trung
3 - So' d6 quy trinh san xuat clia cdc nguyén liéu dang dé nghi dwoc cong bd, 1am rd tirng cong doan do nha san xuét nao thyc hién;
© - B6 sung day du layout clia SMF twong (rng vdi tirng loai nguyén liéu.
Nha mdy ACS Dobfar S.P.A. ACSD4 Via Marzabotto, 1 7/9, 20871, Vimercate, MB, Italy chwa dugc cdng bs dap (r’ng GMP. Dé nghi
thuc hién viéc cdng bé dadp r'ng GMP d6i v&i nha may nay (tuwong ng vdi cc cdng doan thuc hién san xuat).
12 |Belmedpreparaty |30 Fabritsius St., 3/6, 175/2021/G Ministry of Health of the [Céng ty TNHH  |Giai trinh:
Republican 3/11, Fabritsius lane, 7/1, |MP Republic of Belarus MTV - Tai SMF va bao céo thanh tra GMP dé cap workshop 2 — tang 1 san xuét thudc kim t& bao, workshop 2 — tang 2 san xuat thudc
Unitary 7/6,7/11.7/12, Betonny Vimepharco ung thu. Tuy nhién, tai GCN khéng d@ cap t&i cac pham vi thudc nay.
production proezd, 1, 1/1, 1/10,1/22, - Tai SMF workshop 2 — tang 1: muc 1.1 mé ta sdn xuat thudc kim t& bao, tuy nhién tai phu luc 2 danh sach sadn phdm va béo céo
Enterprise Mayakovsky st., Minsk, san pham vo trung cé cac san pham thudc ddc té bao (Metrothexat,..)
(Cach ghi khac: Republic of Belarus. o - Tai SMF workshop 2 — tAng 2: muc 1.1 mé ta sdn xuat thuéc ung thu, tuy nhién tai phu luc 2 danh sach san pham va bao cdo san
Republican S pham vé trung 13 cic sdn phadm thudc thudng. D& nghi cdng ty giai trinh va xac dinh loai sdn pham tai worshop 2- tang 2 13 thudc
Unitary 3 thudng hay cé thudc ung thu thudc dién doc té€ bao/ kim té bao. Trong trudng hop cd san xuat thudc thudng, dé nghi cong ty
production 2 gidi trinh cac bién phép tach biét nha xudng, hé thong phu tro tranh nhiém chéo (tang 1 — sdn xudt thudc kim té bao, tang 2- san
Enterprise o xuét thudc thudng).
“Belmedpreparaty
Tén viét tat:
Belmedpreparaty
RUE)
13 |Joint stock 64, 64/11, 64a Chapaeva |145/2020/G Ministry of Health of the |Cong ty TNHH |- B8 sung Bao cdo thanh tra va SMF twong (rng véi pham vi clia Gidy chirng nhan (Gidy chirng nhdn GMP cé dl cac pham vi cla
company Str., 24/3 Stroiteley Str., MP IS4 Republic of Belarus MTV cac Workshop No. 1,2,3,4).
"Borisovskiy Borisov, Minsk Region, 8. Vimepharco - B6 sung so d6 téng thé clia toan nha mdy va cac khu vire san xuat.
Zavod the Republic of Belarus ES
Medicinskikh S
Preparatov"
14 |Sanofi Pasteur 1755 Steeles Avenue 74308 ° Health Products VPDD Sanofi B6 sung:
Limited West, Toronto, Ontario, S [Compliance Directorate, |Pasteur - Céc ban v& tai phu luc 6 va phu luc 7 cia SMF dugc in rd rang hodc ban mém.
Canada, M2R 3T4 : Canada - Ban gidy chirng nhan GMP cap nhat con han hiéu lwe, duoc sao chirng thue, hop phap hoa lanh sy theo quy dinh.
3 - Gidy phép san xuat, CPP cla céc san pham dugc sao chirng thue, hop phép héa lanh sy theo quy dinh dé lam r& pham vi cong
- bs.
15 |Apotex Inc 380 Elgin Mills Road East, |79338 ~ |Health Products Paradigm BG sung Gidy phép san xuét, CPP cla céc san phdm duoc sao chirng thue, hop phép héa lanh su theo quy dinh d€ lam rd pham vi
Richmond Hill, Ontario, § Compliance Directorate, |Pharma cong bé.
Canada, L4C 5H2 @ |Canada (Thailand) Co.,
5, Ltd.
16 |zambon Via Industria 13, 6814 GMP-CH- _,  |Swiss Agency for Coéngty TNHH  [1. P& nghij b6 sung Bdo cao thanh tra ban HPHLS tuong ing vdi Gidy chirng nhan GMP dé xem xét pham vi thudc sui bot;
Switzerland Ltd Cadempino, Switzerland |1001758 S  [Therapeutic Products DP Viét Phap 2. D& nghj bb sung xac nhan cla CQQAL dwoc Thuy si vé viéc 02 nha san xudt Zambon Svizzera SA va Zambon Switzerland Ltd 1a 1,
3 (Swissmedic) hodc gidy chirng nhan GMP clia Zambon Switzerland Ltd bao gdm pham vi déng géi va KTCL d& duoc cong bd bd sung pham vi
g nay.
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17 |OM Pharma SA rue du Bois-du-Lan 22, GMP-CH- o |Swiss Agency for VPDD tai Tp. Ha [Giai trinh:
1217 Meyrin, Switzerland |1000766 § Therapeutic Products NoGi - Cong ty - B6 sung Béo cdo thanh tra duoc sao chirng thuc theo quy dinh (hgp phap hda lanh su, céng chirng...) tuong (ng vdi gidy chirng
S' (Swissmedic) Ever Neuro nhan GMP; b8 sung danh muc céc dot thanh tra GMP trong 3 ndm gan day.
g Pharma GmbH
18 |GSK Consumer Route de I'Etraz, Nyon, GMPEHV- — ~|Swiss Agency for VPDD GSK tai B6 sung gidy GMP va bao cdo thanh tra tuwong ing dugc sao chirng thuc, hop phap héa lanh sy theo quy dinh.
Healthcare SARL |1260, Switzerland CH-1002637 S [Therapeutic Products Tp HCM
(C4ch viét khéc: Route de S (Swissmedic)
'Etraz 2, 1260 Nyon, iy
Switzerland) o
19 |Dr. Heinz Welti AG|Fabrikation Chemisch- 20-0144 Swiss Agency For Coéng ty c6 phan |- BS sung Gidy Uy quyén clia Co s& san xuat cho Cong ty c6 phan Medcomtech la co s& dang ky thudc.
Pharmazeutischer Therapeutic Products- Medcomtech - B& sung gidy chirtng nhan GMP dugc sao chitrng thuc theo quy dinh (hop phap héa lanh sy, cdng chirng...) theo mau clia EU ¢6
Produkte, Wiesenstrasse Q |Switzerland day dd thong tin vé cac hoat ddng (san xuat, xuat xwéng, déng géi, kiém tra chat lwgng...), loai thudc (vo trung/ khéng vo
21, 5412 Gebenstorf, 3, trung...) va cac dang bao ché thudc cuy thé.
Switzerland $ - B6 sung Danh muc cdc thiét bj san xuat va kiém nghiém chinh (Appendix 8 khéng cé Danh muc cac thiét bj cy thé).
N - B& sung bao cdo thanh tra clia Co quan quan ly nwdc sé tai twong ng véi Gidy chirtng nhan GMP d3 nodp trong hd so, dugc sao
chirng thuc theo quy dinh (hop phéap hoa Ianh sy, cong chitng...).
20 |CSL Behring AG Untermattweg 8, 3027 GMP-CH- o |Swiss Agency for VPDD Unico B6 sung béo cdo thanh tra clia Co quan quan ly nudc sé tai twong ¢ng v&i Gidy chirng nhan GMP dugc sao chirng thuc theo quy
Bern, Switzerland 1001267 § Therapeutic Products Alliance dinh (hop phap héa lanh sy, cong chirng...).
g (Swissmedic), Company tai Tp.
:‘" Switzerland HCM
21 [Shenzhen No.19, Gaoxinzhongyi No.Guangdo « |Medical Products Cong ty Lupin B& sung bao cdo thanh tra dwgc sao chitng thure, hop phap héa lanh sy theo quy dinh.
Techdow Road, Nanshan District, ng20220103 S |Administration of Limited
Pharmaceutical Shenzhen, Guangdong E Guangdong Province,
Co., Ltd Province, China E China
22 |Shenzhen No.19, Gaoxinzhongyi IWZJ.405.57. Chief Pharmaceutical VPDD Lupin D& nghi b6 sung gidy GMP nudc s& tai mdi con hidu lwc va bao cdo thanh tra twong (rng con hiéu luc dwoc hop phap hoa l3nh sy
Techdow Road, High-tech Industrial {2019.KK.1 o Inspector (CPI), Poland  [Limited tai va chirng thuc theo quy dinh
Pharmaceutical Park, Nanshan District, WTC/0489_ 3 Thanh ph& H6
Co., Ltd Guangdong Province, 01_01/127 3 Chi Minh; Céng
Shenzhen 518057, China it ty ¢ phan DSL
- Global
23 |Wuhan Changlian |No. 12 Jiangan Road, E20200235 Hubei Province Medical |Céng ty c& phan |B6 sung:
Laifu Jiangan District, Wuhan Products duoc phdm +Bdo cdo thanh tra GMP cla 2 dia diém duwoc chirng thuc, HPHLS.
Pharmaceutical  |city, Hubei Province, China Administration, China Trung wong | - |+ Day d0 cac phu luc clia HO so téng thé, trong d6 cé so d6 téng quat nha may cla 2 dia chi va thé hién, md ta hoat dong clia
Limited Liability ~ |Building 0012, 180 Yixing Pharbaco tirng building, production area va workshop. Céc so d6 nha xudng cta No2 production area of Nol. Workshop va No.5
Company Avenue, Yiling Distrct, S production area of No.2 workshop cla dja chi Wuhan va Building 0012 cla dia chi Yixing.a
Yichang City, Hubei 8. Gidi trinh:
Province, China (No. 9 : + Tai muc 2.1 SMF cé ndi dung san xuat thudc bdt déng khd pha tiém chéng khéi u, dé nghi lam rd cu thé cac sdn pham chéng
District of Lyophilized 3 khdi u c6 thudc nhém thudc doc té bao/ kim té bao khdng va viéc san xuit cac thudc nay & khu vire ndo, chung hay riéng véi cac
powder for injection in khu vyc khac.
No. 4 workshop). + B4o cédo thanh tra dia chi 180 Yixing chi néu vé viéc kiém tra tai No1 workshop va No2 workshop, khéng cé thong tin vé Building
0012 viét tai dja chi gidy phép san xuat va No.9 district of lyophillized powder for injection in No.4 worrkshop tai muc thay d6i
gidy phép san xuét.
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24 |liangsu 36 Shuanggao Road, 1520150464 Jiangsu Food and Drug> |Sinobright - Tai thoi diém cong b, gidy chitng nhan GMP d3 hét han hiéu luc. Dé nghi b6 sung gidy chirng nhan GMP cap nhat, con hiéu luc
Zhongbang Gaochun Town, Nanjing, Administration, China Pharma Co., kém theo Bdo cdo thanh tra twong trng, ban dugc sao chirng thuc theo quy dinh (hop phap hoa lanh sy, cong ching ...).
Pharmaceutical China Limited - B6 sung cac phu luc, banin r& rang:
Co., Ltd. " + B& sung layout t8ng thé nha may cé théng tin cu thé vé cac workshop va day chuyén san xuit twong ¢ng.
b= + S0 d6 nha xwdng ban in rd rang thé hién tirng khu vuc san xuat
> + Hé thong x& Iy khong khi.
;, + Hé théng x Iy nudc.
25 |Medochemie 2 Michael Erakleous MED04/202 Pharmaceutical Services |Medochemie Coéng ty dé nghi bd sung lam rd pham vi di véi: "Thudc san xuat vo trung: Bot pha dung dich tiém (chira khang sinh nhém
Limited - Factory C|Street, Agios Athanassios |1/001 - Ministry of Health, Limited Cephalosporin va Carbapenems) va Sulbactam".
(Tén trén gidy Industrial Area, 4101 Cyprus Khong diéu chinh do thudc tiém bot chira hdn hgp Cephalosporin va Sulbactam duoc san xuat trén day chuyén thude tiém bot
chirng nhan madi: |AgiosAthanassios, o chtra Cephalosporin.
Medochemie Limassol, Cyprus S
Limited (Factory. S
C) - Injectable 3
facility)) -
26 |Bayer AG MillerstraBe (hodc: DE_BE_01_G Co quan tham quyén VPDD Bayer + Tai Gidy chirng nhan cii: chirng nhan cho cac tda nha “no. 1-15".
Muellerstrasse) 178, MP_2022_0 o buirc (South East Tai Gidy chirng nhan cap nhat: chirng nhan trén cac tda nha “no. 01 to 14”, “no. 15 to 25” va “no. 26”".
13353 Berlin, Germany 005 = Asia) Pte D@ nghi cong ty lam rd co s& san xuat ¢ bao nhiéu toa nha, b8 sung so d6 téng thé co s& san xuat thé hién tirng tda nha san xuat
% va hoat ddng cua tirng tda nha.
g B6 sung tai liéu ky thuat lién quan d&n pham vi mé réng “tda nha tir 16 dén 26” dé dwoc cong bé.
o + Do pham vi chitng nhan c6 sy thay d&i (Cac tda nha khac nhau) nén chi cong bé theo tén trén GCN, khéng cong bé tén cii.
27 [Rottendorf Ostenfelder StraRe 51-61, |DE_NW_05_ Co quan tham quyén VPDD Cong ty dé nghi b6 sung pham vi "vién nén dit am dao" theo CPP va xac nhan cla co quan quan ly, tuy nhién pham vi "vién nén
Pharma GmbH 59320 Ennigerloh, GMP_2021_ birc Boehringer d4t am dao" da nam trong pham vi "vién nén" nén khong cong bd bd sung.
Germany 0030 Ingelheim
International
o GmbH tai Tp.
S HCM; VPDD
iy GlaxoSmithKline
% Pte Ltd tai Tp.
~ HCM; VPDD
Diethelm & Co.,
Ltd tai Tp. HN
28 |IDT Biologika Am Pharmapark 06861 DE_ST 01_G Co quan tham quyén VPDD Takeda Céng ty chua b8 sung ho so theo yéu cau tai Dot 15.
GmbH Dessau-Rosslau, Germany |MP_2020_0 ° burc Pharmaceuticals
(Céch ghi khac: Am 030 S (Asia Pacific)
Pharmapark 06861 E Pte. Ltd
Dessau-RoRlau, Germany) ‘5

Danh séch co s& can bé sung, gidi trinh

Trang 5/ 19

bot 24



TEN CO’ SO’ SAN . GIAY CH. | NGAY P DN PE NGHI A a A 2 A .
STT XUAT DIA CHI NHAN CAP CO QUAN CAP CONG BG : NOI DUNG KHONG PAT HOAC CAN BO SUNG GIAI TRINH
29 (LTS Lohmann Lohmannstr. 2, 56626 DE_RP_01_ « |Co quan thdm quyén VPDD Janssen- |Céng ty dé nghi gia han theo chinh sach cia EMA ngay 11/8/2022. Tuy nhién co s& san xuat d3 dwoc cap gidy chirng nhan GMP
Therapie - Andernach, Germany GMP_2021_ § burc Cilag Ltd md&i s6 DE_RP_01_GMP_2022_0029. Dé nghi cong ty ndp gidy chirng nhan GMP cip nhat, ban duoc chirng thuc, hop phap héa
Systeme AG 0006 g' Ianh sy theo quy dinh
3
30 |B.Braun StraBe 134212 DE_HE_01_  ~|Coquan tham quyén VPDD B.Braun |D& nghi bd sung Gidy phép san xuat ban duoc chirng thuc (Gidy chirng nhan cap nhat c¢6 dan dén danh muc san pham dinh kem
Melsungen AG Melsungen, Germany GMP_2022_ S |puc Medical Annex 8 clia Gidy phép san xuat) dé duwoc xem xét cong b6 Gidy chirng nhan GMP méi
(Cach ghi khac: Carl - 0060 S: Industries Sdn.
Braun - Strafe 1, 34212 ,O{ Bhd. Taij HN
Melsungen, Germany) i
31 |Artesan Pharma |Albrecht-Thaer-StraBe 9,|DE_NI_03_G < |Co quan tham quyén VPDD Worwag |B6 sung SMF clia co s& san xuat thé hién cé pham vi "vién nén bao dudng"
GmbH & Co. KG (29439 Liichow, Germany ~ |MP_2021_0 § bulrc Pharma GmbH
004 & & Co. KG
2
32 |AbbVie Knollstrasse, 67061 DE_RP_01_ Co quan tham quyén Zuellig pharma |Nha san xuat da cé Gidy chirng nhan GMP mdi. Dé nghi b8 sung Gidy cap nhat duwgc chirng thuc, hgp phap héa lanh sy theo quy
Biotechnology Ludwigshafen, Germany |GMP_2019_ ®  [buc Pte. Ltd dinh
GmbH (cach viét khac: 0046 &
Knollstrasse, D- 67061 :.«'
Ludwigshafen, Germany) Q
33 [Oncotec Pharma |Am Pharmapark, 06861 DE_ST 01_G| « [Coquanthidm quyén Cong ty TNHH  [B6 sung SMF cap nhat d8i véi pham vi thudc céng nghé sinh hoc méi dwoc cap chirng nhan GMP.
Produktion GmbH |Dessau-RoRlau, Germany |MP_2022_0 § blrc Johnson &
013 8 Johnson (Viét
® Nam)
34 |[IL-CSM Clinical Marie-Curie-Str. 8, 79539 |DE_BW_01_l| o [Baden-Wurttemberg- Lotus Thoi diém ndp hod so, CSSX d3 cé Gidy chirng nhan GMP méi.
Supplies Lérrach, Germany L-CSM § Deutschland Germany |International Dé nghi b6 sung: Gidy chirng nhan GMP cap nhat ban HPHLS; Layout nha xwéng ban in rd.
Management g' Pte. Ltd.
GmbH s
35 [Pharma Stulln WerksstraRe 3, 92551 DE_BY 05 G| o [Coquanthdm quyén Cong ty TNHH  [Gidy GMP d3 hét han tai thoi diém ndp ho so. B sung gidy chitng nhan GMP cip nhat duoc sao chirng thuc theo quy dinh (hop
GmbH Stulln, Germany MP_2020_0 § birc DKSH Pharma phap hda lanh sy, cong chirng...).
062 @ Viét Nam
S
36 |Klosterfrau Berlin |Motzener Strae 41, DE_BE 01 G| _, |Coquan tham quyén Farco - Pharma |Céng ty ndp ho so cong bé |a Farco-Pharma GmbH dia chi tai Dirc, dé nghi cung cap gidy thanh |ap VPDD tai Viét Nam va VPDD
GmbH 12277, Berlin, Germany  [MP_2021_0 S [buc (Landesamt fur GmbH tai Viét Nam thyc hién viéc ndp hod so danh gid GMP kém gidy Oy quyén cla co s& san xuit theo qui dinh.
038 E Gesundheit und Soziales
2 Berlin), Germany
o~
37 |[FaesFarma,S.A |C/Maximo Aguirre,14, NCF/EUS/18 Agency for Medicines Céngty TNHH  |Giai trinh:
Lejona- Leioa, Vizcaya, 74E/016101 _, |and Health Products thwong mai - Gidy GMP trén EUDRA cé pham vi chirng nhan |a thudc hormon hodc chat ¢ hoat tinh hormon d6i véi thudc udng dang long va
48940, Spain. /001HVI/202 & |(AEMPS), Spain Nam Doéng vién nén, khdng thdng nhat vdi Gidy GMP ban cirng ndp hd so. D& nghi giai trinh, cung cip ho so lam rd.
1 S - P& nghi b6 sung ban cirng SMF.
2 - P& nghi b6 sung bdo cao thanh tra twong (rng véi gidy GMP, ¢ day dd ndi dung, dugc sao chirng thuc theo quy dinh (hgp phéap
o héa lanh sy, cong chirng...)
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38 [Laboratorios C/. Inddstria, 29 Pol. Ind. |NCF/2102/0 - |Ministry of Health of Céngty TNHH  [B6 sung Gidy chirng nhan cap nhat NCF/2102/001/CAT dwoc chirng thuc hop phdp héa theo quy dinh dé Iam co sé& cho viéc gia
Rubio, S.A Comte de Sert 08755 01/CAT S Government of Duwgc Tam Dan |[han.
CASTELLBISBAL : Catalonia, Spain
(Barcelona), Spain ;
39 (Laboratorios Ctra. Olaz Chipi, 10, NCF/02/201 o . |Government oof Coéngty TNHH  [Dé nghi b6 sung SMF day dU dé xem xét pham vi Vién nén bao phim
Cinfa S.A Poligono Industrial Areta, |9 § Navarre, Spain TM Nam Ddng
31620 Huarte (Navarre), :'
Spain g
40 |Laboratorios Ctra. Olaz Chipi, 10, NCF/02/201 o |Government of Navarre, |VPDD Diethelm [B& sung:
Cinfa S.A Poligono Industrial Areta, |9 § Spain & Co.Ltd + B4o cdo thanh tra GMP tuwong (r'ng GCN GMP thé hién pham vi thanh tra va chirng nhan thé hién bao gdm vién nén bao phim.
31620 Huarte (Navarre), ;" + Gidy Uy quyén cla Co s& san xuat Cinfa cho Céng ty Diethelm vé viéc ndp ho so.
Spain g
41 |Altan Poligono Industrial de ES/037HVI/1 Agency for Medicines Cong ty TNHH Céng ty cung cadp GCN GMP c6 ghi chd gia han hiéu lyc dén 31/12/2022 dé dé nghi gia han hiéu lyc. Tuy nhién, néi dung ghi gia
Pharmaceuticals, |Bernedo, s/n, Bernedo, g** and Medical Devices DP U.N.I Viét han hiéu lyc c6 néu trwdc Cong ty cé tén Biomendi, S.A. Ban GCN GMP in tir EUDRA chi déng dau xac nhan cta Cong ty TNHH DP
S.A. 01118 Alava - Spain < [(AEMPS), Spain Nam U.N.I Viét Nam.
8. Cong ty cng bé trudce |1a Cong ty C6 phan Dugc phdm Minh Ky. D& nghi Cong ty C8 phan Dugc phdm Minh Ky thuc hién céng bd
3. cap nhat hoac Céng ty TNHH DP U.N.I Viét Nam thyc hién cong bd méi theo qui dinh (H6 so bao gdm GCN GMP tir ban géc theo
Py qui dinh clia Co quan Tay Ban Nha cip va Ho so téng thé SMF cip nhat va cac tai liéu khac theo qui dinh).
42 |Recipharm Parets [C/ Ramony Cajal, 2 08150 [NCF/1742/0 ~ |Ministration of Health  |Cong ty TNHH |- GMP hét han tai thoi diém ndp ho so, b6 sung gidy chirng nhan GMP duoc sao chirng thuc theo quy dinh (hop phap héa I3nh
Slu Parets Del Valles, 01/CAT § of Government of Medfatop sy, cOng chirng...).
Barcelona, Spain E Catalonia - Spain - B& sung ban in rd rang so d6 tong thé cla toan nha may; So d6 nha xudng thé hién tirng khu vire san xust (tén phong, cap
~ sach, chénh ap...).
o~
43 |Delpharm Tours |Rue Paul Langevin, 37170, [2021/HPF/F French National Agency [VPDD 1. Gidy chirng nhan GMP 13 ban in tr Eudra, dé nghi HPHLS;
Chambray Les Tours, R/162 < |for Medicines and Laboratoire 2. Gidy chirng nhan GMP ban cap nhat cé pham vi mdi |a thudc khéng vo trung, dé nghi bé sung SMF cap nhat dé |lam rd pham vi
France (hodc Rue Paul 8. Health Products Safety [Aguettant nay.
Langevin, Chambray Les 8. (ANSM)
Tours, 37170, France) %
44 |Delpharm Dijon |6 Boulevard de L'Europe, [2022_HPF_F ~ |French National Agency |VPDD Novatis [Céng ty d3 cong b6 Dot 7 STT 26. Cong ty cung cdp GCN GMP m&i dé cap nhat han hiéu lyc. GCN GMP trong hd so 12 ban in tir
Quetigny, 21800, France |R_056 § for Medicines and Singapore Pte EUDRA déng d4u gidp lai ciia VPDD.
<o'r Health Products Safety |Ltd tai HA N&i  [D& nghi B& sung gidy chirng nhdn GMP duwoc sao chirng thyc theo quy dinh (hop phap hda lanh sy, cong ching ...).
< |(ANSM)
45 |Sanofi Winthrop |56 route de Choisy au 2020/HPF/F French National Agency |VPDD Sanofi- [D& nghi cong ty 1am rd viéc thay d6i tén va dija chi co' s& san xuat |a cing mét co s& san xuat thay d6i vé mét hanh chinh hay thay
Industrie Bac, COMPIEGNE, 60205, [R/068 for Medicines and Aventis tai Viét |d&i co s& san xuat khac.
France Health Products Safety [Nam -Trudng hop thay déi tén va dia chi vé mat hanh chinh, dé nghi cung cap Gidy t& phap ly cia co quan quan ly sé tai xac nhan viéc
(ANSM) thay d6i nay.
S -Trudng hop thay ddi co s& san xuat khéac, dé nghi cong ty ndp hd so danh gida GMP cho co s& mdi theo ding quy dinh.
8 (+ Co s& san xudt tai Phap, Cong ty cd cung cap bang chirng |a tap chi clia Y ¢ d@é cap téi viéc ddi tén va dia chi co s& san xuat cla
8. san pham thudc. Tap chi cia Y khong cé cin cir vé tinh phép ly, dong thoi ndi dung tai tap chi 13 d6i nha san xuat, khong rd viéc
3 thay d6i nay chi Ia d6i tén dia chi vé mat hanh chinh hay d&i thanh co sé& khac.
+Theo tra cltu GCN GMP va Gidy phép san xuat MIA trén Eudra, van ton tai ca clia co' s& Sanofi Withdrop va Opella Healthcare
v@i m3 s6 khac nhau, van phong khic nhau.)
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46 |Laboratoires ZA des Boutries, rue 2020/HPF/F French National Agency |Céngty TNHH [D& nghi cong ty cung cap gidy xac nhan clia co quan cé tham quyén vé cac cach ghi dia chi khac nhau c6 cung dia diém san xuat
Grimberg SA Vermont, Conflans Sainte |R/024 for Medicines and Duoc pham da dugc cdp GMP, dugc sao chirng thuc theo quy dinh.
Honorine Cedex, 78704, Health Products Safety |Nhat Anh
France S |(ANSM)
(Cach viét khac: Z.A. des Q
Boutries, rue Vermont, 8.
78704 Conflans Sainte 3
Honorine Cedex, France)
47 |Laboratoires BTT |ZI De Krafft, Erstein 2020/HPF/F French National Agency [Céngty TNHH |BG& sung SMF day dt cac phu luc theo huwéng dan cia WHO-GMP/PICs, EU-GMP, ban bang tiéng Anh hoic tiéng Viét dé hoan
67150, France R/112 Q |for Medicines and Dugc Pham Huy |thién ho so, bao gdm:
3, Health Products Safety [Cuong + S0 d6 nha xudng ban in rd rang thé hién tirng khu virc san xuat (tén phong, cap sach, chénh ap ...).
s (ANSM), France + Danh muc cac nha san xuat va co s& kiém nghiém theo hgp dong .
3 + S0 d6 hé théng xUr ly nuée.
+ Danh muc cac thiét bj san xuat va kiém nghiém chinh.
48 [Wyeth New Lane, Havant, PO9 UK MIA 11 Medicines and Pfizer (Thailand) |B& sung bao cdo thanh tra tuwong tng véi gidy GMP d3 ndp, dugc sao chirng thuc, hop phap hda ldnh sy theo quy dinh.
Pharmaceuticals |2NG, United Kingdom Insp - Healthcare Products Limited
(* Cach ghi khac: New GMP/GDP S |Regulatory Agency
Lane, Havant, Hampshire, (19828/4452- S‘, (MHRA), United
PO9 2NG, United 0030[H] % |Kingdom
Kingdom) -
49 |[GLAXO PRIORY STREET, WARE, UK MIA 4 Medicines and VPDD Novartis [B6 sung:
OPERATIONS UK  [SG12 0DJ, United Kingdom |Insp Healthcare Products Pharma Services |+ Bdo céo thanh tra GMP gan nhat tuong irng GCN GMP.
LTD TRADING AS |(Céch ghi khac: PRIORY GMP/GDP/I Regulatory Agency AG + Danh muc céac dot thanh tra GMP trong 3 ndm gan day.
GLAXO STREET, WARE, MP (MHRA), United
WELLCOME Hertfordshire, SG12 0DJ, |4/15159- Kingdom
OPERATIONS United Kingdom) 0029
(Cach ghi khac:
“GLAXO <
OPERATIONS UK Q
LTD”; “GLAXO b
OPERATIONS UK 3
LTD (TRADING AS
GLAXO
WELLCOME
OPERATIONS))
50 ([Norton Aston Lane North UK MIA 530 Medicines and VPDD Actavis Céng ty ndp hd so dé nghi cap nhat GCN GMP méi va b8 sung cach ghi dia chi khac, bé sung pham vi tén san pham cu thé.
Healthcare Whitehouse Vale Insp GMP N  [Healthcare Products International - B6 sung Béo cdo thanh tra clia Co quan quan ly Anh tuong (ng véi Gidy chirng nhan GMP d3 ndp trong hd so.
Limited T/A lvax |Industrial Estate Runcorn |530/14004- 8 Regulatory Agency Ltd tai VN - Khéng diéu chinh ghi pham vi tén thudc cu thé,
Pharmaceuticals |WA7 3FA, United Kingdom (0032 8[ (MHRA), United - B6 sung xac nhan clda co quan cé tham quyén vé céch ghi dia chi khac.
UK N |Kingdom - Do pham vi GCN GMP mdi khéng con pham vi thudc tiét trung cudi, dé nghi b sung ban SMF cap nhat mai.
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51 |Bio Products Dagger lane Elstree, UK Medicines and Coéngty TNHH  [Cong ty chua b6 sung hd so day di SMF theo yéu ciu Dot 12 ma tich cac thdng tin trong phan chung dua vao Phu luc. Dé nghi
Laboratory Borehamwood, WD6 3BX, |MIA(IMP) 9 |Healthcare Products DP Viét Phap Céng ty nghiém tuc b6 sung hd so theo yéu cau Dot 12 va bé sung GCN GMP mdi con han hiéu lyc theo qui dinh.

Limited United Kingdom 8801 Insp 8 Regulatory Agency
GMP/IMP S |(MHRA), United
8801/18235-| © |kingdom
0034

52 |Penn Units 23-24, UK MIA Medicines and VPDD Zuelig Céng ty dé nghi cap nhat ngay hét hiéu lyc theo théng bao ciia MHRA, tuy nhién trén MHRA GMDP d3 cé gidy chirng nhan GMP
Pharmaceutical  [Tafarnaubach Industrial {4351 Insp 9  [Healthcare Products Pharma Pte. Ltd. |mé&i.

Services Limited  [Estate, Tafarnaubach, GMP/IMP 8, Regulatory Agency Dé nghi cong ty bd sung Gidy chirtng nhan méi dugc hop phép hda cong chirng.
Tredegar, NP22 3AA, 4351/15302-| S |(MHRA), United
United Kingdom 0030 S Kingdom

53 [Pharmathen SA Dervenakion 6, Pallini 141425/21- ~ National Organization Congty TNHH  [1. Khéng ddng y bd sung pham vi vién nang giai phéng kéo dai do pham vi vién nang cing néi chung da duoc céng bé.

Attiki, 15351 Greece 12-2021 S  |for Medicines (EOF), MTV An Phat;  |2. Khéng dong y bd sung pham vi Hon dich nhd mét dua trén Gidy phép san xuat do pham vi nay ndm trong phan déng géi va
(ho3c 6 Dervenakion z Greece Coéngty TNHH  [nhap khiu.

street, Pallini, Athens, GR- i DP Viét Phép

15351, Greece) -

54 |PT. Boehringer (Building: Gedung PW.S.01.04. National Agency for Céng ty c6 phan [Dia chi CSSX tai GCN GMP cp nhat cé khac biét so vai dia chi CSSX d3 phé duyét. Dé nghi Cong ty giai trinh vé viéc khac biét nay,
Ingelheim Procduction 1&2) Jalan 1.3.331.05.2 Drug and Food Control |Sanofi Viét Nam [b& sung SMF va bao cdo thanh tra twong (rng thé hién dia chi CSSX theo GCN cap nhat va hoat dong cu thé tai tda nha san xuat
Indonesia (hoac JL.) Lawang Gintung |2-0060 ~ (NADFC), Indonesia Gedung Production 1 & 2.

89 (ho&c No. 89) 8
Kelurahan Batutulis, g
Kecamatan, Bogor ~
Selatan, Kota Bogor, -
Provinsi Jawa Barat,

16133, Indonesia

55 [PT. Boehringer (Building: Gedung PW.S.01.04. National Agency for Cong ty c6 phan [Dia chi CSSX tai GCN GMP cap nhat cé khac biét so véi dia chi CSSX d3 phé duyét. Dé nghj Cong ty giai trinh vé viéc khéc biét nay,
Ingelheim Procduction 1) Jalan (hodc [1.3.331.05.2 Drug and Food Control [Sanofi Viét Nam |b& sung SMF va bao cdo thanh tra tuwong (ng thé hién dia chi CSSX theo GCN cap nhat va céc tda nha san xuit Gedung
Indonesia JL.) Lawang Gintung 89 2-0059 ~ (NADFC), Indonesia Production 1.

(ho3c No. 89) Kelurahan S
Batutulis, Kecamatan, 2
Bogor Selatan, Kota ,OL
Bogor, Provinsi Jawa -
Barat, 16133, Indonesia

56 |PT. Ferron Par Kawasan Industri 5056/CPOB/ ~ |National Agency for PT Dexa Medica |Cach ghi dia chi trén SMF chuwa th&ng nhat vdi gidy GMP, dé nghi gidi trinh.

Pharmaceuticals |Jababeka |, JI. Jababeka VI [A/XI1/17 S [Drugand Food Control |- Indonesia
Blok J3, Cikarang, 2 (NADFC), Indonesia
Kabupaten Bekasi, :
Indonesia ~
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57

Torrent
Pharmaceuticals
Ltd.

Baddi Plant Village: Bhud
& Makhnu Majra, Tehsil:
Baddi-173205, Dist. Solan
(Himachal Pradesh), India
(cac cach ghi khac:
Village: Bhud & Makhnu
Majra, Tehsil: Baddi,-
173205, Distt: Solan (H.P),
India / Vill. Bhud &
Makhnu Majra, Baddi-
173205, Teh Nalagarh
Distt: Solan (H.P), India”/
Vill. Bhud & Makhnu
Majra, Baddi- 173205,
India /-Bhud makhnu
majra, Tehsil Nalgardh
Baddi. Solan, Solan
Himachal Pradesh, Solan,
Himachal Pradesh
173205, India)

HFW-H
[Drugs]
253/05

28-09-2020

Health & Family Welfare
Department Himachal
Pradest Baddi, Distt.
Solan-(State Drugs
Controller), India

Torrent
Pharmaceuticals
Ltd

GCN GMP nudc s& tai An D6 d3 hét hiéu lyc. D& nghj Cong ty thuc hién cdng b8 GMP nudc s& tai bao gdm: GCN GMP mdi con
hiéu lyc, bdo cdo thanh tra twong (rng va Ho so téng thé nha may SMF ban cap nhat (trong d6 phai bao gdbm pham vi vién nén

bao phim).

58

Torrent
Pharmaceuticals
Ltd.

Baddi Plant Village: Bhud
& Makhnu Majra, Tehsil:
Baddi-173205, Dist. Solan
(Himachal Pradesh), India
(cac cach ghi khac:
Village: Bhud & Makhnu
Majra, Tehsil: Baddi,-
173205, Distt: Solan (H.P),
India / Vill. Bhud &
Makhnu Majra, Baddi-
173205, Teh Nalagarh
Distt: Solan (H.P), India /
Vill. Bhud & Makhnu
Majra, Baddi- 173205,
India / Bhud makhnu
majra, Tehsil Nalgardh
Baddi. Solan, Solan
Himachal Pradesh, Solan,
Himachal Pradesh
173205, India)

DE_BY 05_G
MP_2022_0
002

21-01-2022

Co quan thdm quyén
burc

Torrent
Pharmaceuticals
Ltd

Cong ty b6 sung 02 GCN GMP: GMP clia Malta chi ap dung d8i v&i san pham cho thj truong Chau Au, gidy GMP clia Birc duoc
hop phap héa trén ban in tir EUDRA, khéng phai bdn GMP géc do co quan cé thdm quyén cap, cé han hiéu lyc chi dén 30/6/2022

(d3 hét han hiéu lwc) va chi dp dung cho mét s6 thudc cu thé.
Dé nghi cung cdp GCN GMP méi dwgc sao chirng thye, hgp phéap héa lanh sy tir ban géc theo qui dinh.
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59 |Hetero Labs Unit VI, TSIIC, 21/24860-10 Norwegian Medicines VPDD Hetero Gidy chirng nhan GMP clia CQQL dugc s tai dang cong bs theo san pham.
Limited (Unit VI) |Formulation SEZ, Sy. No. Agency (NOMA) Labs Ltd tai HCM|Dé nghi cung cip danh muc san pham twong (ng thudc pham vi clia Gidy chirng nhan do CQQL Dugc EU cdp, duwoc chirng thuc.
410 & 411, Polepally ~
Village, Jadcherla Mandal, S
Mahaboobnagar - District, z
Telangana State, Pin - 2
509301, India C
60 |M/s Themis Sector 6A, Plot No.16, 17 |26/1/Ausha _, |Drues Licensing & Cong ty Ml B6 sung:
Medicare Ltd. & 18, IIE, Sidcul, Distt. dhi/46/2019 S [controlling Authority Pharma Private |+ GCN ban géc HPHLS dé d6i chiéu (GCN tai hd so mo).
Haridwar, Uttarakhand=  |/19895 3 (Uttarakhand), India Limited + Danh muc cic dot thanh tra trong 03 ndm gan day.
249403, India 5 + B4o cdo chat lvgng san pham hang ndm thudc vo trung.
61 |Ravian Life Plot No. 34, Sector-8A, IIE, [17P/1/113/2 o, |Office of the Drugs Cong ty TNHH  [B6 sung:
Science Pvt. Ltd.  |Sidcul, Haridwar 007/9078 § Controlling & Licensing |TM DP Dong - Bdo cdo thanh tra clia co quan quan ly nudc s@ tai dugc sao chirng thyc theo quy dinh.
Uttarakhand, India g’ Authority, Uttarakhand, [Phuong - Danh séch cac dot thanh tra GMP trong 3 ndm gan day.
g |india
62 |Dr. Reddy's Formulations Technical DE_BY_04_G Co quan tham quyén VPDD Dr. Reddy D& nghi céng ty cung cap ban Bao cdo thanh tra dwgc hop phap héa I3nh sy theo qui dinh, hodc cung cip xac nhan clia co quan
Laboratories Ltd. |Operations-Unit I, Survey [MP_2020_0 Dirc (Regierung von Laboratories Ltd [c&p GMP ghi r& pham vi d& nghj b8 sung; va thuc hién cong bd b8 sung pham vi d8i véi GCN GMP clia nudc sé tai An Do dé
No. 42, 45, & 46, 145 Oberbayern), Germany twong (rng v&i pham vi cla EU.
Bachupally Village
Bachupally Mandal
Medchal Malkajgiri
District, Telangana State, S
India - 500090 S
(Cach ghi khdc: FTO 2 3
Survey No. 42, 45, & 46, S
Bachupally Village
Bachupally Mandal
Medchal Malkajgiri
District, Telangana State,
India)
63 |Windlas Biotech |40/1, Mohabewala 17P/1/184/2 Office of the Drugs Coéng ty Windlas [Cong ty gidi trinh theo yéu cau tai Dot 21:
Limited (Plant-1) |Industrial Area, Dehradun-|016 Controlling & Licensing  |Biotech Limited |- Céng ty cung cdp Bao cdo thanh tra dwgc hop phap hda Ianh sy va cong chirng theo quy dinh, tuy nhién ndi dung chuwa théng
248110, Uttarakhand _, |Authority Uttarakhand, nhéat so véi B4o cdo thanh tra do Cong ty ndp va duoc thdm dinh tai Dot 21 (ma van thu: 1791 ngay 02/3/2022). Yéu cau Cong ty
(India) S |India cung cap Ban chinh cla 02 Bdo cdo thanh tra néu trén dé déi chiéu.
S - Cong ty cung cap mot gidy chirng nhan GMP s6 17P/1/184/2016/13612 trén cung Dot kiém tra, thé hién tiéu chudn GMP trén
g GCN la WHO-GMP, tuy nhién gidy chirng nhan nay dugc cap trudc ngay gidy chirng nhan s8 17P/1/184/2016 d3 ndp tai Dot 21

(m3 van thu: 1791 ngay 02/3/2022). Yéu cau Cong ty cung cip Ban chinh clia 02 Gidy chirng nhan GMP néu trén dé déi chiéu.
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64

Torrent
Pharmaceuticals
Ltd

Torrent Pharmaceuticals
Ltd. - Indrad Plant

Near Indrad Village,
Taluka Kadi, District
Mehsana Gujarat 382721,
India

(Céch viét khac: Indrad -
382721, Dist. Mehsana,
Gujarat, India / Indrad -
382721, TAL - Kadi, Dist -
Mehsana, India / Indrad =
382721, Tal: Kadi, city:
Indrad, Dist: Mehsana -
India)

DE_BY_05_G
MP_2019_0
034

20-05-2019

Co quan thdm quyén
burc

Torrent
Pharmaceuticals
Ltd

Dia chi nha may duoc cong bd cin cl trén gidy GMP dugc cap va chi diéu chinh bé sung céch viét theo Gidy phép san xuat. bé
nghi Cong ty cung cap Gidy phép san xuat dé b6 sung cach viét.
Khéng bd sung dang bao ché vién nén bao tan trong rudt do da thudc pham vi vién nén bao phim.

65

Windlas Biotech
Limited (Plant 2)

Khasra No-141 to 143 &
145, Mohabewala
Industrial Area, Dehradun-
248110, Uttarakhand,
India

17P/1/185/2
016

07-10-2021

Office of the Drugs
Controlling & Licensing
Authority Uttarakhand,
India

Cong ty Windlas
Biotech Limited

Coéng ty giai trinh theo yéu ciu tai Dot 21:

- Cong ty da cung cdp Bao cdo thanh tra dugc hop phap hoéa lanh sy va cong chirng theo quy dinh.

- Cong ty cung cap mot gidy chirng nhan GMP s6 17P/1/185/2016 trén cung Dot kiém tra, thé hién tiéu chudn GMP trén GCN I3
WHO-GMP, tuy nhién gidy chirng nhan nay dugc cap trudc ngay gidy chirng nhan s6 17P/1/185/2016 da ndp tai Dot 21 (ma van
thu: 1791 ngay 02/3/2022). Yéu cau Cong ty cung cap Ban chinh cla 02 gidy chitng nhan GMP dé déi chiéu.

66

Yash Medicare
Pvt Ltd

Near Sabar Dairy, Talod
Road, P.O. Hajipur, Tal-
Himatnagar, Hajipur - 383
006, Sabarkantha, Gujarat
State, India

22023138

08-02-2022

FDA Gujarat State, India

Cong ty Tash
Medicare Pvt/,

B& sung:

+ Danh muc c4c dot thanh tra GMP trong 3 ndm gan day.

+ Bdo cdo thanh tra GMP day d0 ndi dung, dugc HPHLS va chirng thuc theo quy dinh (Tai liéu cung cap la thu théng bao vé cac
ton tai, khdng phai 1a bo cdo thanh tra GMP).

67

Lincoln
Pharmaceuticals
Ltd.

Trimul Estate, Khatraj, Tal-
Kalol, Gandhinagar,
Gujarat State, India

2062009

06-06-2020

Food & Drugs Control
Administration, Gujarat,
India

Cong ty TNHH
Thuong Mai
Thanh Danh

B6 sung Gidy chitng nhan dap trng nguyén tdic WHO-GMP hoéc bao cdo thanh tra thé hién viéc danh gia thuc hién trén nguyén
tdc WHO-GMP dé xem xét

68

Eurolife
Healthcare Pvt,
Ltd. Unit-II

Khasra No.242,
Bhagwanpur, Roorkee,
Distt. Haridwar, -247667
Uttarakhand (India)
*Cach viét khac:

Khasra No-242, Village
Bhagwanpur, Roorkee,
Dist. Haridwar,
Uttarakhand, India hodc
Khasra No.242, Village
Bhagwanpur, Roorkee,
Distt.-Haridwar,
Uttarakhand, India)

17P/1/169/2
009/3210

24-02-2020

Medical Health & Family
Welfare, Sahastradhara
Road, Dehradun
(Uttarakhand) India

Cong ty TNHH
Dugc pham Y-
Med

Khéng ddng y diéu chinh tén co s& san xuat vi dia diém danh gia GMP 1a dia diém cu thé (unit I1) dwoc ghi trén gidy GMP.
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69 [Encube Ethicals Plot No. C-1, Madkaim 502/MFG/W ~ |Directorate of Food& VPDD Bayer Cung cap ngay kiém tracla Gidy chirng nhan 502/MFG/WHO-GMP/DFDA/2022/1272 va b6 sung béo cao thanh tra twong (rng
Pvt.Ltd, Industrial Estate, Post: HO- S  [Drugs Admn., India (South East duoc hop phdp héa chirng thyc theo quy dinh
Mardol, Ponda Goa GMP/DFDA/ : Asia) Pte. Ltd.
403404, India 2022/1272 ﬁ Tai TP H6 Chi
- Minh
70 |Aculife Village - Sachana, Tal - 19081516 Food & Drugs Control Aculife - Co s& b sung Thu xac nhan tir co quan cé thdm quyén cho dot kiém tra 9/7/2020 dén 10/7/2020 khéng phai bdo cdo thanh
Healthcare Viramgam, City: Sachana - ) Administration, Healthcare tra. D& nghi b6 sung Bao cdo thanh tra day d0, dwoc hop phap héa lanh sy tuwong ing véi GMP.
Private Limited 382150, Dist. S |Gandhinagar, Gujarat Private Limited |- B6 sung Bdo cdo ra soat chat lwgng dinh ky gan nhat d&i vai 01 sdn pham cla tirng dang bao ché vé trung (trong ho so cong ty
Ahmedabad, Gujarat X State, India ndp bao cdo vo trung theo nhém san pham (nhiéu kich thuwdc déng géi tir 1 ml dén 1000 ml), chua theo tirng san pham).
State, India 3 - B6 sung So d6 hé théng nwéc PW, WFI.
© - GCN GMP hét hiéu lyc 31/07/2022; dé nghi b6 sung GMP méi con hiéu lyc.
71 [M/s Akums Drugs |Plot No. 2, 3, 4&5, Sector |26/1/Ausha - The Drug Licensing & M/s Akums B6 sung bdo cdo chat lvgng sdn pham hang ndm cac dang san pham khac dé dugc cong bé.
& - 6B, IIE, SIDCUL, Ranipun, |dhi/57/2019 S |Controlling Authority, Drugs &
Pharmaceuticals |Haridwar-249403, /690 2 Uttarakhand, India Pharmaceuticals
Ltd Uttarakhand, India z Ltd
72 |Unique Plot No. 215-219, G.I.D.C. |19101639 Food & Drug Control Cong ty TNHH  [B6 sung:
Pharmaceutical Industria Area, Panoli-394 Administration, Gujarat |DP Viét Pha - GCN GMP dugc HPHLS, chirng thuc dung quy dinh (Gidy chirng nhan s8 19101639 va 21062619 cdng chirng chung)
Laboratories (a 116, Dist. Bharuch, India 9 [State, India - Bdo cdo thanh tra GMP gan nhat tuong (ng véi pham vi GCN GMP nudc s& tai.
division of J.B. 3, - Danh muc céc dot danh gid trong 3 ndm gén day.
Chemicals & 3, - So dd téng thé ca co s& san xuat thé hién tirng khu vire, chire ndng hoat déng tirng khu virc tai SMF.
Pharmaceuticals 3 Giai trinh:
Ltd) Tai SMF va GCN GMP, nha mdy san xuét thudc vién la Ti-10 dia chi Plot No. 215-219, tuy nhién tai so d6 nha may Ti-10 (Phu luc 5-
SMF) dia chi la Plot No. 218-219.
73 [Unique Plot No. 304-308, G.I.D.C. (21062619 Food & Drug Control Congty TNHH  [B& sung:
Pharmaceutical Industria Area, Panoli-394 — |Administration, Gujarat [DP Viét Phu - GCN GMP dugc HPHLS, chirng thure ding quy dinh (Gidy chirng nhan s6 19101639 va 21062619 cong chirng chung)
Laboratories (a 116, Dist. Bharuch, India S |State, India - B4o cdo thanh tra GMP gan nhat twong (rng véi pham vi GCN GMP nudc s& tai.
division of J.B. z - Danh muc cac dot danh gid trong 3 ndm gan day.
Chemicals & 2 - So d6 téng thé ca co s& san xuat thé hién tirng khu vire, chirc ndng hoat ddng tirng khu vire tai SMF.
Pharmaceuticals ~ - B4o cdo chat lvgng san pham hang ndm san pham vé trung dé dwoc cong bd dang bao ché nay.
Ltd)
74 |Unique Plot No. 215-219, 304- OGYEI/4737 National Institute of Cong ty TNHH  [B6 sung:
Pharmaceutical 308, 215-216, G.I.D.C. 9-6/2021 ~ |Pharmacy and Nutrition |DP Viét Phu - Bdo cdo thanh tra GMP gan nhat tuong (ng véi GCN GMP Hungary dugc HPHLS, chirng thuc theo quy dinh (ban ndp la ban
Laboratories (a Industria Area, Panoli-394 S [(OGYEI), Hungary chua dugc HPHLS, chitng thuc).
division of J.B. 116, Dist. Bharuch, India : - Danh muc cac dot danh gid trong 3 ndm gan day.
Chemicals & 3 - So d6 téng thé ca co s& san xuat thé hién tirng khu vire, chirc ndng hoat déng tirng khu vure tai SMF.
Pharmaceuticals © - B6 sung hd so dénh gia ddp 'ng GMP nuwdc s& tai d6i véi day chuyén thude nudc udng (L-6) dé dugc cdng bb pham vi “siro
Ltd) thudc” tai GCN cta Hungary (chi céng b6 vdi Line Il do Line | khéng trong pham vi ki€ém tra).
75 |Unison Unit I, C-7, 8, 9, Steel 22043239 Food & Drugs Control Unison B6 sung bao cdo thanh tra dwoc sao chitng thue theo quy dinh (hop phap héa Ianh sy, cong chirng...) ctia Co quan quan |y nudc
Pharmaceuticals |town, OPP. Nova Petro, ~ Administration, Gujarat [Pharmaceuticals |s& tai twong (ng v&i Gidy chirng nhan GMP d3 ndp trong ho so.
Pvt. Ltd Moraiya, Tal-Sanand, City: o |state, India Pvt. Ltd
Moraiya, Dist. 3
Ahmedabad, 382 213, 2
Gujarat state, India ©
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76 [M/s Aishwarya Plot No. 11, Vill. HFW-H Health & Family Welfare |Céng ty c6 phan [B6 sung:
Lifesciences Lodhimajra, Nalagarh, [DRUG] Department Himachal Duoc pham - Gidy chirng nhan GMP cap nhat, con hiéu luc, duoc sao chirng thuc theo quy dinh (hop phép héa lanh sy, cong chirng ...). Tai
Distt. Solan - (H.P.), India [550/11 Vol- ™ [Pradesh, Distt-Solan - |Quén 3 thoi diém céng bé, gidy chirng nhan GMP da ndp d3 hét han hiéu luc.
11 8 India(State Drugs - Bdo cdo thanh tra ban day d0, duoc sao chirng thye theo quy dinh (hop phap héa I3nh sy, cong chirng ...) twong ing vdi Gidy
gl Controller), India chirng nhan GMP.
S - Layout céc khu vire san xudt ban in rd. B6 sung ban in mau rd cla layout dwéng di, chénh 4p, cap sach.
- Bdo cdo ra soat chat lwgng dinh ky cta san phdm vé trung khac dé dugc cdng b6 (co s& mdi chi cung cip bao cdo cla san pham
dung dich tiém thé tich I1&n).

77 [M/s Brooks Vill. Kishanpura, Nalagarh [HFW-H Health & Family Welfare [Bliss Pharma - D& nghi Bliss Pharma Distribution And Consultancy Corp. cung cap gidy phép thanh |ap VPBD tai Viét Nam va gidy Gy quyén cla
Laboratories Road, Baddi, Distt. Solan  |[Drugs] Department, Himachal [Distribution Nha san xuat 13 cong ty dang ky; Cong ty TNHH Mot thanh vién An Phat; Cong ty TNHH duwoc phdm New Far East cung cap gidy Oy
Limited (H.P.) INDIA 495/05 Vol- Pradesh, Baddi, Distt. And quyén cta Nha sdn xu3t 13 cong ty dang ky

1] o Solan, INDIA Consultancy - Tai thoi diém cong bo, gidy chirtng nhan GMP d3 hét han hiéu luc. Dé nghi bé sung gidy chirng nhan GMP cap nhat, con hiéu lyc,
3 Corp.; Congty |duoc sao chirng thuc theo quy dinh (hgp phap héa lanh sy, cong chirng ...).
E TNHH M6t
E thanh vién An
o Phat; Cong ty
TNHH duoc
pham New Far
East
78 |Kamla Plot No G-84/1 Tarapur NEW-WHO- FDA M.S Banda (E), Omnicals Theo qui dinh tai Luat Dwoc don vi thyc hién dang ky thudc (ndp hd so danh gid GMP cssx nwdc ngoai) |a co s& kinh doanh tai
Lifesciences Ltd MIDC Boisar Palghar GMP/CERT/ Q [Mumbai, Maharashtra |Pharma Pvt Viét Nam hodc co s& kinh doanh nudc ngoai cé VPDD tai Viét Nam. Do vay, Céng ty Omnicals Pharma Pvt khdng phai la don vi
401506 Maharashtra KD/94503/2 8. State, India thuc hién ndp hd so dénh gid csxx nude ngoai ddi véi Cong ty Kamla Lifesciences Ltd.
State, India 020/11/334 | &
04 ]
79 [Lupin Limited 15B Phase 1A Verna UK GMP © Medicines and VPDD Merck D& nghi b8 sung GCN GMP va B4o céo thanh tra tuong trng clia nudc s& tai An D6 dé xem xét cong bé.
Industrial Area Verna, 25315 Insp S [Healthcare Products Export GmbH
Salcette, GOA, IND- GMP E Regulatory Agency
403722, India 25315/8680 2 (MHRA), United
5-0010 © |Kingdom
80 |M/s Nitin Rampur Road, Paonta- HFW- Health & Family Welfare |Cong ty c& phan |B6 sung:
Lifesiences Ltd.,  |Sahib, District Sirmour -  |H(Drugs) Department, Himachal |dugc phdm + GCN GMP duoc chirng thue ding quy dinh (thi€u diu “ban sao” & trang dau tién)
173025 H.P., India 314/05 Pradesh, India Quan 3 + SMF: ¢6 sai khac vé dia chi CSSX (Pia chi tai SMF: Rampur Ghat Road va Paonta Init I, Unit II, Unit Il
o Dia chi tai GMP: Rampur Road); So' @b t6ng thé toan nha may chua thé hién Unit 1, 2, 3; b6 sung day da hé so ki thuat cla cac
3 Unit tai co s& san xuat (H6 so chi cé SMF Unit 1).
z + SMF Unit I: Chi c6 flow diagram cua hé théng x{ Iy nudc, chua ¢ so d6 nguyén ly, thé hién viéc cAp nwéc cho day chuyén non
E beta va day chuyén cepha.
~ + Bdo cdo danh gia GMP cap nhat twong (r'ng GCN GMP d3y du tinh phap Iy (ban ndp kém chuwa dugc HPHLS, chirng thuc).
+ Danh muc dot thanh tra GMP trong 3 ndm gan day;
+ Bao cdo ra soat chat lwong san pham thudc vé trung.
81 |[Zeiss Plot No. 72 EPIP-1 HFW-H State Drugs Controller, [Céngty TNHH |B& sung:
Pharmaceuticals |Jharmajri, Baddi Distt. [Drugs] N |Health & Family Welfare [MTV An Phat - Gidy phép san xuat tai Appendix 1 clia SMF.
Pvt Ltd. Solan. (H.P.), India 354/05 8. Department Himachal - Bdo cdo ra soat chat lwgng sdn phdm hang n3m cla san pham thudc tiém bot Cephalosporin.
3. Pradesh, India
a
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82 |M/s. Sun B-2, Madkai Industrial 1118/MFG/ Directorate of Food'& VPDD Sun - Bdo cdo thanh tra ndp tai ho so chi la ban théng bao ton tai. Déng thoi, tai thoi diém céng bé, gidy chirng nhan GMP d3 hét han
Pharmaceutical Estate, Ponda, Goa 403 CERT/DFDA/ Drugs Admn., Bambolim- |Pharmaceutical [hiéu lyc. D& nghi b& sung gidy chirng nhdn GMP cép nhat, con hiéu luc kém theo Bao cdo thanh tra GMP (ban day du cac théng
Industries Limited |404 - India 2018/329 ®  |Goa, India Industries tin vé dot thanh tra, pham vi thanh tra) twong ng v&i gidy chirng nhan GMP, ban dwoc chirng thuc, hop phap hda lanh sy theo
8‘ Limited. tai Tp  |quy dinh.
gl HCM - Danh muc san pham kém theo GMP c6 chit ky va diu clia Co quan Quan Iy Dugc. Céc trang khéc |a clia Céng ty |1ap danh sach,
8 tuy nhién van dugc cong chirng trong cling 1 tai liéu. D& nghi giai trinh va cung cip ban chinh dé dai chiéu.
83 |[Everest Organics |Aroor Village, Sadasivapet [L.Dis:N0.122 o |Prus Control Coéng ty c6 B6 sung:
Limited Mandal, Sangareddy 1/E1/2019 S |Administration (DCA), phdm Y duoc LS |+ Bao cdo danh gid GMP dot gan nhat dwoc HPHLS, chirng thyc theo dung quy dinh.
District-502291, 3 Telangana, India + SMF: BS sung so d6 rd rang tirng phong san xuat tirng Block san xuat, so' d6 cap sach, chénh ap, phu luc luvgc d6 sdn xuat cac
Telangana, India i san pham.
- + Gidy Uy quyén cla co s& san xuat cho céng ty LS vé viéc ndp hod so
84 [Valpharma Via G. Morgagni, 2 - IT/173/H/20 o |ltalian Medicines Céngty TNHH  |Cong ty d& nghi lam r& ndi dung pham vi chirng nhan "vién nén bao phim" thanh "vién nén bao phim (bao gdm vién nén bao
International S.P.A|47864-Pennabilli (RN), 19 § Agency (AIFA) Dugc Pham Lién [phim tan trong rudt Asgizole-Esomeprazole 20mg)".
Italia g’ Hop Tuy nhién pham vi "vién nén bao phim tan trong ruét" da ndm trong pham vi "vién nén bao phim" nén khéng cong bd bé sung.
9
85 |Janssen Cilag S.P.A|Via C. Janssen (loc. Borgo |IT/184/H/20 Italian Medicines VPDD Congty |Co s& d3 cong b Dot 6 va dé nghi gia han theo chli trwong EU dén 31/12/2022. Theo EUDRA, co s& d3 c6 GCN GMP mai. bé
S. Michele) - 04100 Latina |18 Agency (AIFA) TNHH Johnson |nghi Céng ty cung cdp GCN GMP mdi dugc sao chirng thuc, hgp phap hda Ianh sy theo qui dinh.
(LT), Italy (céch ghi khac: & Johnson VN
Via C. Janssen, Borgo San X
Michele, 04100 Latina, ]
litaly / Via C. Janssen, Loc. 3
Borgo San Michele, 04100 38
Latina, litaly)
86 |Taisho 403, Yoshino-cho 1- 3323 Ministry of Health, Cong ty c6 phan [B6 sung day dl cac néi dung phu luc SMF:
Pharmaceutical chome, Kita-ku, Saitama- |3324 Labour and Welfare duogc Hau Giang |- So dd nha xudng: Chi ¢ so d6 cac tang cla Production Building No.1, chua cé so d6 nha xudng TE Builidng No.1, TE Building
Co., Ltd Omiya shi, Saitama, 331-9520, S |(MHLW), Japan No. 2. Chua cé so d6 cap sach nha xwdng.
Factory Japan 8' - Phu lyc 7 vé so d6 nguyén ly nudc.
3' - Danh muc thiét bj: Chi c6 danh muc thiét bi tai nha xuwdng Production Building No.1, chua c6 thiét bj tai nha xwéng TE Builidng
& No.1, TE Building No. 2.
- B& sung gidy Uy quyén cla co s& sdn xuat cho cong ty Hau Giang nop ho so.
87 |Aprogen 16 Dumeori-gil, Yanggam- |2022-D1- ~ Gyeongin Regional VPDD Saint Dé nghj cdng ty cung cap ban Bao cdo thanh tra GMP d3 duwoc chirng thue, hop phép hda lanh sy theo quy dinh.
Pharmaceuticals. |myeon, Hwaseong-si 1247 S  |Office of Food and Drug |Corporation tai
Inc Gyeonggi-do, Republic of E Safety, Korea Tp. H6 Chi Minh
Korea 2
(o}
88 [Samijin 52, Jeyakgongdan 1-gil, 2022-D1- ~ Gyeongin Regional Coéngty TNHH  [Dé nghi b6 sung SMF cap nhat do Gidy chirtng nhan GMP cap nhat thé hién cé thay ddi trong pham vi san xuat cla nha may
Pharmaceutical Hyangnam-eup, 1211 S |Office of Food and Drug |DP Nam Han
Co., Ltd. Hwaseong-si, Gyeonggi- E Safety, Korea
do, Republic of Korea E
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89 |Boryung 107, 109 Neungan-ro, 2020-D1- o |Gyeongin Regional Food |Pharmaunity B6 sung:
Pharmaceutical Danwon-gu, Ansan-si, 0181 § and Drug Co., Ltd - Layout ban in rd clia céc khu vire san xuat;
Co., Ltd. Gyeonggi-do, Republic of S' Administration, Korea - Bdo cdo thanh tra ban méi nhat twong &ng v&i Gidy chirtng nhan GMP (dugc HPHLS);
Korea. g‘ - Bdo cdo chat lvgng san pham dinh ky cla thudc vo trung (néu mudn dwoc cong bé);
90 [Yungjin Pharm. 66 Muha-ro, Namyang- 2022-D1- «~ . "|Gyeongin Regional Congty TNHH  [Dé nghi bé sung SMF cap nhat dé lam ré cac dang bao ché méi tai Gidy chirng nhan GMP cap nhat
Co., Ltd eup, Hwaseong-si, 1298 § Office of Food and Drug |DP Nam Han
Gyeonggi-do, Republic of g Safety, Korea
Korea N
91 |Dongkoo 18 Jeyakgongdan 2-gil, 2022-D1- ~ |Gyeongin Regional Ofice [PharmaUnity BG sung SMF cap nhat d&i véi pham vi thudc bét, thuc cd6m méi dwoc cap chirng nhan GMP.
Bio&Pharma Co., |Hyangnam-eup, 1432 S  |of Food and Drug Co. LTD
Ltd Hwaseong-si Gyeonggi- ; Safety, MFDS, Korea
do, Republic of Korea §
92 |(Sinil 28, Boksanggol-gil, 2022-G1- ~ |Daejeon Regional Office |Céngty TNHH [B6 sung bdo cao thanh tra twong (rng véi gidy GMP da ndp trong hd so, duwoc sao chirng thue, hgp phéap héa lanh sy theo quy
Pharmaceutical Angseong-myeon, 0105 S |of Food & Drug Safety, |MTGPHARM dinh.
Co., Ltd. Chungju-si, E Korea
Chungcheongbuk-do, 3
Republic of Korea -
93 |Medica Korea Co., |96 Jeyakgongdan 4-gil, 2022-D1- Gyeongin Regional VPDD Saint B& sung:
Ltd Hyangnam-eup, 1162 o |Office of Food and Drug |Corporation tai |- Bdo cdo thanh tra duwoc HPHLS day d ndi dung, duwgc HPHLS va chirng thyc theo quy dinh (Bdo cdo Thanh tra c6 dé cap téi tai
Hwaseong-si, Gyeonggi- 8. Safety - Ministry of Food [Tp. H6 Chi Minh [liéu Attachment 1, Bo cdo thanh tra tai hd so chua kém céc Attachment va chua dwgc HPHLS).
do, Republic of Korea 'oT and Drug Safety, Korea - Danh muc thanh tra GMP 3 ndm gan day nhat.
a
94 [Withus 103 Je2gongdan 2-gil, 2019-D1- o |Gyeongin Regional Saint Gidi trinh: tai GCN GMP va bao cdo thanh tra, SMF dé cap day chuyén cephalosporin chi ¢é vién nang cirng, tuy nhién tai danh
Pharmaceutical Miyang-myeon, Anseong- |2145 § Office of Food and Drug |Corporation sach cac dot thanh tra, dot thanh tra day chuyén cephalosporin cé kiém tra trén vién nang clng va vién nén.
Co., Ltd si, Gyeonggi-do, Republic g’ Safety, Korea
of Korea =
95 [Farmaprim Ltd Str. Crinilor 5, Raionul 040/2016/R National Agency for Cong ty CP B6 sung xac nhan cla co quan quan ly cap chirng nhan EU-GMP vé viéc co s& thudc dién dugc gia han ciia EMA
Criuleni, Sat Porumbeni, [O Medicines and Medical |[Dwgc Pham
MD 4829, Republica devices, Romania Nam Thién Phuc
Moldova.
Céch viét khac:
- 5 Crinilor street, Village ©
Porumbeni,Criuleni reg., 8.
MD-4829, Republic of S
Moldova. ~
- 5 Crinilor street,
Porumbeni,Criuleni
district.,, MD-4829,
Moldova.
96 |GE Healthcare AS -|Nycoveien 1, OSLO, NO-  |21/07443-11| o |Norwegian Medicines VPDD A. B6 sung gidy GMP va bdo cdo thanh tra tuwong ing dugc sao chirng thuc, hop phap héa Ianh sy theo quy dinh.
Oslo Plant 0485, Norway § Agency (NOMA) Menarini
B: Singapore Ptd.
o Ltd
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97 |(Lloyd No. 10 Lloyyd Ave. First DM-2019-45 o Food and Drug Lloyd B6 sung:
Laboratories, Inc  |Bulacan Industrial City, S  |Administration, Laboratories INC |+ GCN GMP dugc HPHLS, chirng thuc day dl tinh phép Iy (GCN chi duoc HPHLS t& Apostille, khéng c6 dau giap lai véi GCN GMP
Malolos, Bulacan, : Philippines va khéng c6 diu ban sao theo quy dinh).
Philippines : + Day d0 phu luc dinh kém Hb so téng thé nha may (SMF tai ho so khéng kém phu luc).
© + B& sung Uy quyén cla nha san xuat cho céng ty Hau Giang ndp ho so.
98 |[Getz Pharma Pvt. |Plot 29-30, Sector 27, 06/2022- «~ " |Drug Regulatory VPDD Getz BG sung bao cdo thanh tra dwoc sao chirng thue, hop phép héa lanh sy theo quy dinh.
Ltd. Korangi Industrial Area, DRAP (K) § Authority of Pakistan Pharma (Pvt).
74900 Karachi, Pakistan = Ltd.
S
99 |M/S BIO-LABS PLOT NO. 145, F.3- Drug Regulatory Céngty TNHH |- Ban bdo cdo thanh tra do Cong ty ndp trong hd so ¢ dau hiéu ghép gilta phan viét tay va trang in; khéng dugc hgp phap héa
(PVT) LTD. INDUSTRIAL TRIANGLE, 19/2019- Authority of Pakistan Dugc pham DO |lanh su. D& nghij giai trinh va cung cap ban dwoc hop phap héa lanh su.
KAHUTA ROAD, Addl. Dir. HA - Layout t&ng thé toan nha may cé dl thong tin vé khu vire san xuat thudc dung cho ngudi va thudc tha y.
ISLAMABAD-PAKISTAN (QA & LT-I) o - B6 sung so d6 nha xudng ban in rd rang thé hién tirng khu vire san xuat (tén phong, cap sach, chénh 4p... thé hién cac khu vuc
3 san xuat: thudc vo trung (b6t pha tiém chira khang sinh nhém Cephalosporin; Dung dich tiém; bot déng kho); thudc khdng vé
g trUrjg (thu8c thudng; thudc chira khang sinh nhém Cephalosporin).
A - B& sung bao cdo danh gia chat lvgng san pham dinh ky 01 s&n pham/day chuyén déi véi cac dang bao ché vé trung.
o - Cac phong san xuat khéng dép (rng: khu vire san xuat thudc thudng va thude chira khéng sinh nhém Cephalosporin dang khéng
tach biét. D& nghij giai trinh.
=> Di kiém tra thuyc té theo Hinh thitc 3 (Cong ty d3 duwoc cap SPK).
100 |Laboratério Edol- |Av. 25 de Abril, No. 6-6A, |F012/S1/MH| ~ [National Authority of Il-Yang Pharm  |B& sung gidy chirng nhdn GMP cép nhat duoc chirng thyc, hop phap héa theo quy dinh d€ xem xét céng bé.
Produtos Linda - a-Velha, 2795-225, |/002/2022 § Medicines and Health Co., Ltd
Farmacéuticos, Portugal g Product, I, P, Portugal
S.A. N
101 |Lusomedicamenta |Estrada Consiglieri F021/S1/MH National Authority of VPDD Janssen - |- B8 sung gidy Uy quyén cla nha san xuat cho Janssen Cilag Ltd |3 cong ty ding ky.
Sociedade Pedroso, 69B, Queluz de |/003/2022 Medicines and Health Cilag Limited tai |- Gidy chirng nhan GMP ndp tai h6 so 1a ban in tir Eudra. D& nghj bé sung gidy chirtng nhan GMP duoc chitng thue, hop phéap héa
Técnica Baixo, Barcarena, 2730- Products (INFARMED), [T.P Ha Néi I3nh sy tir ban gidy do co quan quan ly dwgc Bd Dao Nha cap.
Farmacéutica S.A |055, Portugal ~ |Portugal - SMF: thong tin tén nha may |an cac tén Recipharm; LM Queluz; Recipharm (Lusomedicamenta, Sociedade Técnica
S Farmaceeutica, S.A.) va Recipharm Queluz; Layout t&n nha may |a Recipharm. Gii trinh va b8 sung SMF cap nhat theo tén co s&
g san xuat duoc cap gie‘inlMP. ] ) ] ]
- - Layout khu vire san xudt, cdc phong san xuat dwgc ma hoa bang s6, tuy nhién chua cé chu thich tén cac phong san xuat twong
~ (rng. D& nghi b8 sung so d6 nha xwdng, ban in rd rang thé hién tirng khu virc san xuat (tén phong, cap sach, chénh 4p ...).
102 (S.C.Sindan- B-dul lon Mihalache 027/2018/R National Agency for VPDD Actavis Céng ty cung cap CPP va MA dé dé nghi b6 sung cach ghi khac dija chi va b6 sung tén thudc cu thé trong pham vi.
Pharma S.R.L nr.11, sector 1, Bucuresti, |0 Medicines and Medical |International - Khéng diéu chinh ghi pham vi tén thudc cu thé.
cod 011171, Romania w |Devices (NAMMD), Ltd tai VN - P& nghi b6 sung xac nhan cla co quan c6 tham quyén vé cach ghi dia chi khéc.
(c&ch ghi khac: 11th lon S [Romania
Mihalache blvd., Sector 1, E
Zip code 011171, a
Bucharest, Romania) o
103 [Alcon Singapore |19 Tuas South Avenue 14, (108684 — |Health Sciences VPDD Alcon B6 sung: S0 d6 nha xwdng ban in rd rang thé hién tirng khu vure san xuat (tén phong, cap sach, chénh ap...)
manufacturing Singapore, 637313, § Authority (HSA), Pharmceuticals
Pte. Ltd. Singapore S' Singapore Ltd
o
-
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104 |Leopard Medical [19/5 Petchkasem Road, |1-2-07-17- ~ |Foodand Drug Coéngty TNHH |- SMF khéng phai |3 ban duoc ban hanh, phé duyét cha Nha san xuat. Dé nghj Céng ty TNHH duoc Song Sang gidi trinh vé ngudn
Brand Co., Ltd. Moo 1, Thaphaya, Nakorn |19-00077 S |[Administration,‘Ministry |Dwoc Song Séng [géc cua tai liéu nay.

Chaisri, Nakorn Pha : of Public Health, - B3 sung SMF clia Nha san xuat, day dd cac phu luc theo huéng dan ctia WHO-GMP/ PICs-GMP/ EU-GMP.
Thom, 73120, Thailand g Thailand

105 [R.X. 76 Salaya-Bangpasi Road, |1-2-07-17- "\ |Food and Drug Coodng ty TNHH  [B6 sung céc bing chitng chitng minh co s& san xuat thudc dién gia han chung clia FDA Thai Lan (tai cdng vin gia han cla FDA Thai
Manufacturing Moo 10, Narapirom, 20-00061 S~ [Administration (Thai TM DP Binh Lan c6 ndi dung néu vé cac trudng hop can xem xét theo quy trinh riéng vdi cac co s& san xuat thudc hién dai cé nguy co cao.)
Co., Ltd. Banglane, Nakornpathom E FDA), Thailand Nguyén

73130, Thailand 2
—
106 [Mefar llac Sanayii |Ramazanoglu Mah. Ensar—[DK H Danish Health and Coéngty TNHH  [1. Céng ty dé nghi cong bd cach ghi khac tén va dia chi co s& san xuat theo phién am Thé Nhi Ky.
AS Cad. No. 20, Kurrtkoy, 00114519 o Medicines Authority DP U.N.I Viét Khéng cong bd cach ghi khéc, do chi cdng bd théng tin theo ti€ng Anh hodc tiéng Viét theo quy dinh tai Nghi dinh.
Istanbul, 34906, Turkey S |(DHMA) Nam 2. Viéc céng b6 pham vi chirng nhan EU-GMP:
S‘, B6 sung:
S"; + Ho6 so cap nhat hiéu lyc dap ¢ng GMP cla nwdc s tai (Thd Nhi Ky). Viéc bd sung pham vi chirng nhan EU-GMP, gia han hiéu luc
- EU-GMP s& duoc xem xét sau khi hoan thanh cap nhat hiéu lyc dap 'ng GMP cla nudc sé tai.
+ Bdo cdo thanh tra GMP tuwong (rng GCN do EU cdp dwoc HPHLS va chirng thuc theo quy dinh.

107 |Mefar ilag San. Ramazanoglu Mahallesi  [TR/GMP/20 o |Turkish Medicines and  [Céng ty CP DP B6 sung bao cdo thanh tra twong ng véi gidy GMP d3 ndp, duoc sao chirng thuc, hop phap héa lanh su theo quy dinh.

AS. Ensar Caddesi No: 20, 21/145 S [Medical Devices Agency |Vipharco
Kurtkéy - Pendik / S
Istanbul, Turkey Sr
—

108 |Berko llac Ve Adil Mahallesi, YOrikler |TR/GMP/20 Turkish Medicines and  [IL-Yang Pharm |- D& nghi b8 sung tai liéu d8i v&i viéc san xuat dang bao ché thudc cdm pha hdn dich (khu virc sdn xuat, thiét bi, CPP...);

Kimya San. A.S Sokak No: 2 34920 21/247 Medical Devices Agency |Co., Ltd - Gidy GMP ghi tén va dia chi khac véi thong tin Gidy GMP d3 cong b, dé nghi gidi trinh va cung cap xac nhan cla co quan tham
Sultanbeyli, Istanbul, < |(TMMDA), Turkey quyén cap gidy GMP vé cach ghi tén va dia chi.
Turkey 8' - Trang 4/4 clia bdo cdo thanh tra goc bj che, d& nghi b8 sung bao cdo thanh tra twong (rng véi Gidy chitng nhan GMP dugc sao
\:'-' chirng thuc theo quy dinh (hop phép hoa Ianh sy, cong chitng...).
Q - Trang 1/1 cla Gidy GMP géc tiéng Thé NhT Ky bi che khuat mét phan néi dung. Dé nghi b6 sung ban sao chitng thuc theo quy
dinh (hop phap héa Ianh sy, cdng chirng...) clia gidy GMP ca ban géc va ban dich cé day da thong tin.

109 |[Polifarma llac Vakiflar OSB Mahallesi TR/GMP/20 _, |Turkish Medicinesand  |Congty TNHH (- Cong ty cung cap van thu ngay 21/11/2021 cta Co quan QLD, théng béo cac ton tai dot kiém tra ngdy 08 — 13/10/2021, khéng

San.VeTic. A.S. |Sanayi Caddesi, No: 22/1 |21/298 S  [Medical Devices Agency |Duwoc phdm phai |3 bédo cdo thanh tra. B sung bao cdo thanh tra twong (ng v&i Gidy chirng nhan GMP, c6 day du théng tin vé dot kiém tra,
Ergene/Tekirdag, Turkey z (TMMDA) New Far East duwoc sao chirng thyc theo quy dinh (hgp phap hoa lanh sy, cong chirng...).
; - Cong ty cung cap SMF (Revision 11, 24/02/2022): khéng thay théng tin vé khu vire, thiét bi san xuat d&i véi Thudc khong vo
~ trung (Thudc dung ngoai dang 1dng: dung dich dé hit), d& nghi giai trinh.

110 |AROMA iLAC Vakiflar OSB Mahallesi, TR/GMP/20 _, |Turkish Medicines and  |Cong ty TNHH B6 sung bao cdo danh gia chat lwgng san phdm dinh ky 01 san phdm/day chuyén dé duwoc xem xét cong bd ddi véi cac dang bao
SAN. LTD. STi. Sanayi Caddesi, No: 22/1 |21/307 S  [Medical Devices Agency |Duoc phdm ché vo trung khac: dung dich nhd mat déng géi don liéu; nhii dich nhd mat déng géi don ligu; hdn dich nhd mét déng géi don

Kat 2, Ergene/Tekirdag, E (TMMDA) New Far East lidu; dung dich tiém trong bom tiém déng san; dung dich tiém trong syringe déng san; hdn dich tiém giai phdng kéo dai trong
Turkey E syringe déng san.

111 |Scientific 17 Myru Street, Kyiv, ZVA/LV/201 State Agency of Coéng ty c6 phan [Giai trinh: céng ty chua giai trinh vé ton tai 02 GCN GMP khac nhau, khéng cé lién két gitta hai GCN theo gii trinh.Cong ty dé
industrial Centre |03134, Ukraine 9/020H o Medicines of the BT Viét Nam nghi cdng b8 theo GCN mdi, 1a ban in Eudra, chua da tinh phap ly. Chua cé xac nhan vé tén, dia chi co s& san xuat do co quan
"Borshchahivskiy S [Republic of Latvia quan ly c6 thdm quyén cap, chua cong bd GMP nudc s tai
Chemical E
Pharmaceutical :

Plant" -
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112 [GlaxoSmithKline |1011 North Arendell ZPRG-HS3H United States Food and |VPDD B6 sung béo cdo thanh tra dwoc sao chirng thue theo quy dinh (hop phap hda Ianh sy, cong chirng...).
LLC Avenue, Zebulon, NC Drug Administration GlaxoSmithkline
27597, United States of (U.S. FDA) Pte. Ltd Tai Tp.
America < H® Chi Minh
(* Cach ghi khac: 1011 Q
North Arendell Avenue, g
Zebulon, North Carolina X
27597, United States of
America)
113 (Eli Lilly & Lilly Corporate Center, AG30400327 o Pharmaceuticals and Congty TNHH |- B&i véi cach ghi “Lilly Corporate Center, Indianapolis, IN 46285, USA”: khong b sung cach ghi khac chi 1a cach viét tat, khdng cé
Company Indianapolis, Indiana S  [Medical Devices Agency |DKSH Pharma y nghia khac biét.
(Cach ghi khac: Eli 46285, USA 3 (PMDA), Japan Viét Nam - D&i véi cach ghi “Indianapolis, IN 46285, USA”: dé nghi b8 sung xac nhan clia co quan quan ly vé cach ghi nay khi bd cum tir
Lilly and S': “Lilly Corporate Center”.
Company) ©
114 |Eli Lilly & Lilly Corporate Center, GPSX: . United States Food and |Cong ty TNHH |- D&i véi cach ghi “Lilly Corporate Center, Indianapolis, IN 46285, USA”: khong bd sung cach ghi khac chi 1a cach viét tét, khong co
Company Indianapolis, Indiana (IN) (1819470 & |Drug Administration DKSH Pharma |y nghia khac biét.
(Cach ghi khéac: Eli |46285, United State (USA) |CPP: GD7U- & % (U.S. FDA) Viét Nam - D3i véi cach ghi “Indianapolis, IN 46285, USA”: dé nghi b6 sung xac nhan cla co quan quan Iy vé cach ghi nay khi bé cum tir
Lilly and E9Q3 © g “Lilly Corporate Center”.
Company) -
115 (Eli Lilly & Lilly Corporate Center, CPP: WIT- o United States Food and [Céngty TNHH |- D4i véi cach ghi “Lilly Corporate Center, Indianapolis, IN 46285, USA”: khdng bd sung céch ghi khéc chi 1a cach viét tét, khong ¢
Company Indianapolis, Indiana (IN) [92PH S |Drug Administration DKSH Pharma y nghia khac biét.
(Cach ghi khac: Eli 146285, United State (USA) [Bao cao E (U.S. FDA) Viét Nam - P&i v6i cach ghi “Indianapolis, IN 46285, USA”: dé nghi b6 sung xac nhan cla co quan quan ly vé cach ghi nay khi bd cum tir
Lilly and thanh tra: ._,‘_'; “Lilly Corporate Center”.
Company) 1819470 o
116 |Eli Lilly & Lilly Corporate Center, CPP: T9B9- o United States Food and [Céngty TNHH |- D&i véi cach ghi “Lilly Corporate Center, Indianapolis, IN 46285, USA”: khdng bd sung céch ghi khac chi 1a cach viét tét, khong ¢
Company Indianapolis, Indiana (IN) |PR34 S [Drug Administration DKSH Pharma y nghia khac biét.
(Cach ghi khac: Eli 146285, United State (USA) [Bao cao z (U.S. FDA) Viét Nam - D&i v6i cach ghi “Indianapolis, IN 46285, USA”: dé nghi b6 sung xac nhan cla co quan quan ly vé cach ghi nay khi bd cum tir
Lilly and thanh tra: ;‘, “Lilly Corporate Center”.
Company) 1819470 ©
117 |Eli Lilly & Lilly Corporate Center, CPP: BCGD- o United States Food and [Céngty TNHH |- D4i véi cach ghi “Lilly Corporate Center, Indianapolis, IN 46285, USA”: khdng bd sung céch ghi khéc chi 1a cach viét tét, khong cé
Company Indianapolis, Indiana (IN) |HXJU S [Drug Administration DKSH Pharma y nghia khac biét.
(Cach ghi khac: Eli 146285, United State (USA) [Bao cao S‘, (U.S. FDA) Viét Nam - D&i v6i cach ghi “Indianapolis, IN 46285, USA”: dé nghi b6 sung xac nhan cla co quan quan ly vé cach ghi nay khi bd cum tir
Lilly and thanh tra: ,? “Lilly Corporate Center”.
Company) 1819470 ©
118 |(Eli Lilly & Lilly Corporate Center, CPP: PZRD- ° United States Food and [Céngty TNHH |- Di véi cach ghi “Lilly Corporate Center, Indianapolis, IN 46285, USA”: khdng bd sung cach ghi khac chi 1a cach viét tét, khong ¢
Company Indianapolis, Indiana (IN) |29QG S |Drug Administration DKSH Pharma y nghia khac biét.
(Cach ghi khdc: Eli [46285, United State (USA) [Bédo céo E (U.S. FDA) Viét Nam - P&i v6i cach ghi “Indianapolis, IN 46285, USA”: dé nghi bd sung xac nhan cla co quan quan ly vé cach ghi nay khi bd cum tir
Lilly and thanh tra: 3 “Lilly Corporate Center”.
Company) 1819470 ~
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